


'-Repmcessors of smgle use devices clmm to have the eqmpment and expertwe necessary
d single use devices. They are, therefore, manufacturersinthe
and patients. In addition, reproccssmg a single use device for S
reuse ;ﬁanges the dewce into a reusable device. Accordingly, ! reprocessors shouldbe
“ regulated in the same manner as original eqmpment manufacturers using the. exlstmg o

~ FDA regulations for reusable devices. To create a new regulatory policy wastes valuable

- FDA resources and delays regulatory enforcement putting, thus patients unnecessarily at
' nsk for an undetenmned penod of nme
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